
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



CONFIRMATION NO. 



09/748,468 



23492 



12/26/2000 



7590 06/16/2004 

STEVEN F. WEINSTOCK 
ABBOTT LABORATORIES 
100 ABBOTT PARK ROAD 
DEPT. 377/AP6A 
ABBOTT PARK, IL 60064-6008 



Samar K. Kundu 



6296.US.D1 



3758 



EXAMINER 



DO, PENSEE T 



ART UNIT 



PAPER NUMBER 



1641 

DATE MAILED: 06/16/2004 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 





Application No. 


Applicant(s) 




09/748,468 


KUNDU ET AL 


Office Action Summary 


Examiner 


Art Unit 






Pensee T. Do 


1641 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 

Tfth^ ■ r 

! SteffiSSffSSfc^S maximum statU period, apply and will expire SIX (6) communion. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become AB AN DONE D (35 U.S.a § 133). 
Any reply received by the Office later than three months after the mailing date of th.s communication, even .f t.mely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)K1 Responsive to communication® filed on 06 December 2000. 
2a)D This action is FINAL. 2b)|EI This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 



Disposition of Claims 

4)M Claim(s) 28-33 is/are pending in the application 
4a) Of the above claim(s) 



is/are withdrawn from consideration. 



5) KI Claims 28.29 and 32 is/are allowed. 

6) KI Claims 30. 31. 33-36 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) Q The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No. 



30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) [Zl Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) 13 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date March 12. 2001 , 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 
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DETAILED ACTION 
Information Disclosure Statement 

The Information Disclosure Statements filed on March 12, 2001 has been 
acknowledged and entered. 

Claim Rejections - 35 U.S.C. ' 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, 
and of the manner and process of making and using it, in such full, 
clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 



Claims 30, 31 , 33 and 36 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

The specification fails to provide an adequate written description of the invention and 
fails to provide an enabling disclosure, because the specification does not provide 
evidence that the claimed biological materials are: (1 ) known and readily available to 
the public; (2) reproducible from the written description; or, (3) deposited in compliance 
with the criteria set forth in 37 CFR " 1 .801 -1 .809." 

The specification lacks complete deposit information for the hybridoma and/or 
monoclonal antibody deposited as 1-532-266,1-390-191, 1-458-165,1-892-230, 1-292- 
189, 1-431-378, 1-746-183, 1-546-264.. Because it is unclear that the cell line 
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possessing the properties of the monoclonal is known and publicly available or can be 
reproducibly isolated without undue experimentation, and because the invention of 
claims 30, 31 , 33 and 36 claims or uses the hybridoma and/or monoclonal antibodies 
produced by that hybridoma, a suitable deposit for patent purposes is required. 
Accordingly, filing of evidence of the reproducible production of the cell lines and 
antibodies necessary to practice the instant invention or filing of evidence of deposit is 
required. Without a publicly available deposit of the above cell lines, one of ordinary 
skill in the art could not be assured of the ability to practice the invention as claimed. 
Exact replication of the cell lines is an unpredictable event. Applicants must comply 
with the criteria set forth in 37 CFR 1 .801-1 .809. 

If the deposits are made under the terms of the Budapest Treaty, then an 
affidavit or declaration by Applicant, or a statement by an attorney of record over his or 
her signature and registration number, stating that the specific cell lines have been 
deposited under the Budapest Treaty, that the cell lines will be irrevocably and without 
restriction or condition released to the public upon the issuance of a patent and that the 
cell lines will be replaced should they ever become non-viable, would satisfy the deposit 
requirement made herein. 

If the deposits have not been made under the Budapest Treaty, then in order to 
certify that the deposits meet the criteria set forth in 37 CFR 1 .801-1 .809, applicant 
may provide assurance of compliance by an affidavit or declaration, or by a statement 
by an attorney of record over his or her signature and registration number, showing that: 

1 . during the pendency of this application, access to the invention will be afforded to 
the Commissioner upon request; 

2. all restrictions upon availability to the public will be irrevocably removed upon 
granting of the patent; 

3. the deposits will be maintained in a public depository for a period of 30 years or 5 
years after the last request or for the effective life of the patent, whichever is longer; 

4. the deposits were viable at the time of deposit; and, 

5. that the deposits will be replaced if they should ever become non-viable. 
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In the instant case, it is unclear that the deposit was made under the terms of the 
Budapest Treaty, nor is there available a viability statement, i.e. one certifying that the 
deposit was viable at the time of the deposit or a certificate verifying such from the 
depository or that there is no evidence that the hybridoma and/or monoclonal antibodies 
have been deposited. 

As a possible means for completing the record, applicant may submit a copy of 

the contract with the depository for deposit and maintenance of each deposit along with 

the necessary statements in order to meet the criteria se forth in 37 CFR 1 .801-1 .809. 

Applicants' attention is directed to In re Lundak, 773 F.2nd. 1216, 227 USPQ 90 (CAFC 
1985) and 37 CRF 1.801-1.809 for further information concerning deposit practice. 

Claims 34 and 35 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Regarding claims 34 and 35, part (f) and line 2 respectively, the phrase "such as" 
renders the claim indefinite because it is unclear whether the limitations following the 
phrase are part of the claimed invention. See MPEP § 2173.05(d). 

Allowable Subject Matter 

Claims 28, 29, and 32 are allowable. The prior art fails to teach a monoclonal 
antibody specific for Lp(a) wherein the antibody binds to all Lp(a) via kringle 5, to 
plasminogen at less than 1% of Lp(a) binding and to LDL, VLDL, HDL, IDL at less than 
2% of Lp(a) binding. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pensee T. Do whose telephone number is 571-272- 
0819. The examiner can normally be reached on Monday-Friday, 7:00-3:00. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

Pensee T. Do 




Patent Examiner 
May 24, 2004 



CHRISTOPHER L CHIN 
PRIMARY EXAMINER 



